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DETAILED ACTION 

Election/Restrictions 

1. Applicant's election with traverse of species 5, subspecies 1 in the reply filed on 
12/13/2005 is acknowledged. The traversal is on the ground(s) that species are not 
mutually exclusive. This is found persuasive therefore, restriction requirement of the 
previous office action (mailed 10/19/05) is withdrawn. Since species/restricted 
inventions are not mutually exclusive, one species/invention unpatentable over a prior 
art, the prior art will be used in a rejection under 35 U.S.C. 103 (a) of the other 
species/inventions. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claim 2 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 2 recites the limitation "the drug release layer" in line 2. 
There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
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only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 1-26, 28-35, 39, 47, 49-52 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Pacetti et al. (6,663,662). 

Regarding claims 1-2, 47 and 49-52, Pacetti et al. disclose a primer layer/anchor 
polymer comprising one or more polymers (col. 4, line 38 to col. 8, lines 42), a drug 
reservoir layer comprising an intermediate layer (34) and a drug release layer (28) that 
have one or more polymers and one or more active agent (col. 4, line 45 to col. 15, line 
46). 

Regarding claim 3, the particles being made from materials (col. 14, lines 15-36) 
that is capable of enhancing visibility. 

Regarding claim 4, the primer layer is a single layer (32). 

Regarding claims 5-7, 12, 13, 29, 39-41, the anchoring polymers as claimed (col. 
4, lines 38 to col. 8, lines 42). 

Regarding claims 8-11, 14-20, 30-35, 42- the drug reservoir layer comprising the 
material as claimed (col. 4, lines 45 to col. 15, line 46). 

Regarding claims 21-23, the thickness as claimed for each layer (col. 18, line 50, 
to col. 19, lines 12). 

Regarding claims 25-26, the active agent as claimed (col. 11). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 



Application/Control Number: 10/662,877 Page 4 

Art Unit: 3731 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 27, 36-38, 40-46 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Pacetti et al. '662. Pacetti et al. disclose all the limitations of the 

claims except for the material as claimed. The materials as claimed a well known in the 

art. Therefore, it would have been obvious to one having ordinary skill in the art at the 

time the invention was made to employ the materials as claimed into Pacetti et al.'s 

coating. Doing so would amount to mere substitution of one material for an other within 

the same art that would perform equally well in Pacetti et al.'s coating or device. 

To substitute a well known material based on its suitability for the intended use without 
special functional significance are not patentable, in re Hotchkiss v. Greenwood, 52 
USPQ 248. 

Note: The limitation "the primer layer polymers being distinct from the drug reservoir 
layer polymers" encompasses the same polymers being used for the primer layer and 
drug reservoir layer but two layers are distinct , one layer of polymers on top of the other 
layer of polymers. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to (Jackie) Tan-Uyen T. Ho whose telephone number is 
571-272-4696. The examiner can normally be reached on MULTIFLEX Mon. to Sat.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, ANHTUAN NGUYEN can be reached on 571-272-4963. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




(Jackie) Tan-Uyen T. Ho 
Primary Examiner 
Art Unit 3731 
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